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l ht• ck>o.rmenl d9too1~ tt>e m::,twio , ond proc~unt 1or .... -aluahng lh elfn:.o..-y o · G~d dlslnfo~t.: ,r.,ng tho /<Or.C 
Use-Oi!ul on Melhod ;., acc<>tdan<.6 wa Goad t,,bora•oty l'radl<9 Slondaro, (GI.PSI ~,pulat~ by ◄O CFR 60 Tha 
dacu-,,c-.1 al:o .,,.pta.,. tht> t1'rmc and cood~.on~ of resting. 

II. Pu,-.. 

I e ptJtpo<e ol th,1 ..Wy I, la documon1 tho cff cocy of jh,,, k,s• su stance agair,s1 th• 1811 syslwn Jrmc:roo19anis'11) und<>r 
mo ~pec,fied test porometers 

Tho Unttcd Slot~ ~,woronmumol ProkldlOI\ ~ency (USti'Al ,...,., ,,.. •1"'t1fu: outim,crobm do ms -,o<lo ford,~ 
fo r use on hard iA,r/ace, and <Old on I' "Un,tcd Siok= to bc PIX>~ by rvlc,,on1 tent :.ytten,1 ( icroctgo • msJ 
ovtl,ned ,n EPA l'rodvct l'crlo,rmor,cc T~ Guidelines, OCSPP 810 2200, Disinfeaonts tor U,o er, Hard Surfoccs. 
E/f,coq• Doto RKommendal ons and o!het 1doh!d EPA gu clanco 

IV, Tom,; and Condillom 

SIi.dies by Anrimicrobio Teit obora10•i~ c,e cc-,duc,i,d ,:, occo,danai w•-. gC11cral form~ ond cond,1o0ns posted on 
.,...,..·.An1,m10o!J1alT cs!lcbo,c,t,,r,a:::iOO'l,'lQtm• h-m 

P,io, lo :tudy n,t10J"'n, Arhm,oobtcil Tat tob:,,ctonc:s m<)St rcQC11vc !ho approved ond "9~ ptetoc.o, ~ •ubs!anc,e 
ond povment Chong~ to -he ; gn.ed, oppro"l!d protocol ml 1eqwe omendnt«-:1' and may ,ncur odc!1hon1;tl f~ 
Con,ello!iM ol 11te •ludr any !iml! ollt!f •he protocol h::io been ,;,gncd will ,-,tt inc COflCGlotion IN of up to 1001' of 
i-,c, l:,101 :;tvdy cc.-, 1(1 b9 dnrmlncd by loborotory monagem~t 01 it-s sole dio~. 

Anhm,~,c,I Tc:t lcrbc-ro!o,,qo moy mpeot rod es, free of chorve. in the eYffll ol un,n~:!ed p, 010(.0I nc, 
conformance, ii rhe non-confo,~once ,. d,m,rmincd by t'ic Sludy Oirci:1or IQ tu,~ offc:r;t«l 1he study Oll'Come If tre 
ncuhalixa•io.-. •;.1rrr, opi,c,~od for o 511,cfy ,s not odoq~-ot., tile sivdy w~I be deemed "in::o,,du,i,,.,~ ond the S-udy 
Spon= wal be respons.ble for the ce1t of ,he :.1udy. In additia-,, the ~udy Sponoor ~ responsible for 1ha co.; of on 
o1va,.,. ocrfarrrcd to con1lrm ·he 011'.i;amo of o pro,,,ous ;:-ucfy and for e'>Suri~ that the ,1Udy war rnnl thei1 u,g ato,y 
cb~es. 

The 5.:vdy ~•or mvi.t oblo n wriNen c.onsenl frorn A."~"' orobiol Test luboroloiie• to.,.., or pubb,,I, m oro1oco~, 
stucfy r,oporb (or pen!!: th«reet), logo o· cmployao nomos fo, m.,rlcci,ng pvrposcs 

Test S<Jbslanu charadc1aot ~r. en •a content, ,:o,,1,,Lty, e'c, i,: the rc:;pon.lbd,,y of tne Srvdy Sponsor he test subl.lo •e 
moll be chorOderixed by the spotl"..ot pr,or to the completion o th I study 
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V. T• Subllanca 1.tw,ill;utlu,,. O.O-.,iaat011, and Handling 

Alli.st ...,b,;lancas ......d io subdontiawt a~,m.aob,ol •llicoq, doims wil l be monufoct-.,,ad or oll-"""'-ce lm'ad a '1<11 
i- cartified I mil llCtl 

Tesr Subs4one9 Nomo - 519riks 1.111n, Dlslnfedant Clamw ~an 1 
Lot NumbensJ-AMl-2.V. 
ActMI 1n9rec1,.,... & Concantratia:> - S.. dcxhad Cartilicala al~ 
Mo11ulock.te Ocie - 23l'l!ll2015 
fq,1,onon OQ!c • 23FB2016 

Tos! Suw<inc:c Na- - Sllfti. Llllra Dilinfadant CllanM-Solutorr 1 
lot Number(5J-AM1-251 
ht- lng,ed enl & Concentra•IC)O - See «lac:hed Celthvtie of Ano~ 
MonvfoclVAI0. - 23f92015 
&i,.,a!ion Dole- 23F£82016 

Tes1 SubS!onc• Nome - hil4DI Ullrv ~ 5olo,IIQn 
Lot Numbar(sf: AMl•lM 
M!i¥e lngred"ient ~ Corqt\1rOIIOn - N/A 
Morulcxtu .. Oat•-03NIR2015 

ro1ion Doto-~016 

Test Sumtance Name - Sr.rila Utn.Adl¥olor Solulion 
<>tN1.mber1s) AM1-129A 

"6,e ln;..dient & Co,-ntion -WA 
Mllnu/OC!UAt Oo"e-~15 
C11p1tc,ol\ Dale - 03AFl2016 

Speciol Hooo~ng Rtquiremonts - None 

Tesl subs10nc11 chor~vriioliotl 0$ IO cQl'llo,'c, .:abo&ty, o'c.., l:'0 CFR. Part ' 60. and Sub pc.~ f 1160 1051) •• tM 
respons,bill), of the Slucsy Spor.sor The le$! subs:on<:• sholl b& ~d by 1ho Spoo-aar priot lo f,e compleficn cl 
th,s .1vdy 

• The ,8'1 ,ubltl:lnc»,. ,;torad 111 ombecnt (roam) lamperalure und• , lluatMCtnl Lghling or in o cobiMt. 

• rne 1oit ~ca •• oho n or alhcrwu:e rn,ad well immectat.ty pnor ,o use f,f opplicoble) 
• The 141st ,~a: ,1 hand Q:I SQidy on cc:cord01100 wdh ~ d1emical risks it may pos•, ~ lll ~ MSDS O' bv !he 

S1udy Sponsor du ing fie tou1se ol pre-~,ud~ commu/llCOtion 

............... THI~ ... • 304 W ndutt,,ol (11.d • Round lo<k, T-• 78.&al • (5121310./1378 
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VL Sludy PoramaNn. Incorporated by lwfwwiot 

N,mbor ofTcm Comp,,s,ng il,g Study - 211 Test p«Test Subdanca lot perTmtMicroo,g11nlsm) 
Co,rier -ype, - Stainlat S.-1 .,_,iqilind., 
N,7.ibcr ol Car 11:ro per Tc:;t Sul-.4:an;;c 10 
rest Substonce Fo,m - Dillion llaquired (1: : 1 OJ. 1 pail hi,• Ul1ra Disin'ldant Ooanor Solution 1 + I port 

s.a.. Utro /\dlo,,alor SoluliGn + 10 pGl1I Dihient 
re<1 S.A>s1once Dil.ient-400 z 10 PfMAOAC ~ HordWat..Sclut;;,n 
T•.i T~1DC1alure 20 :I: 1-C 
Can~ Time - 9 MirwM :I: 5141CX111di 
o ,gat\1C So,I lood - 5 :!: 0 .11' Iv/VJ ftolol lkwlne Se,um (FtlS) 
Ncu'ra!oxoi,on Brolh - To bo clcot.rmlned l~ ~ and mlllhod to bo ctllebed in mol NpOflj 

p,.,._cd ;peumc""" $,:,rt Dalo 09JUl2015 
Proposed flipenmemal rm,no:IOn Dole 09AUG2015 

VII, Test~ (Mlcroolvonllm 

VIII. Mat.ials 

• Pure cullute cl the ""'1 cyslcm (m1eto<>r90nl;m) 
• Suffioon! quonl,ly donla 8 :!: 1 mm od, 6 1 mm ,d, 10 + 1 mm length. IVP• 30◄ s1ahles, tiff! penic.,fond,,,, free 

al ¥ts blor flaw:.. fer o 10 cu,,;.,, ter, ol lacm 18 ca,u_ aro no=ory por m l(1'00'90fUsm and lot of produa 1e&1ed 
( 10 fest corncn. 6 onoo,lu"' conlfol corr~, 1 n~utroh:tehon co.-,.-ol CO!l\41', ond 1 'liabi ,ty ~ ,ct cor,cr). Extra 
cctrrtN MCJ>f be prepared for use m 1hr, .tudy. 

• Sufficielll volume of ,eogen1 grade 1 N NaOtl sclul or . 
• Svfficien• quonfJly of cleon, s1erile cox 15 mm sten Pe<ri dii.hes. 
• Sufficie,u quonl ty of sl.,nJe 9 cm Who1mon #2 (or equil'Olenl] fdter paper rounds. 
• Sufficien quonldy of st.nlo petri d,~~ 

Sufficieru volume of Gterae felo! bo>,,ine serum io,- odd lion cl orlifocoal •J load lo m,erahi"J ;::ul,.,... 1; ap~1aoblc. 

• Sufficien1 YOfume of dooon not9d sheep'i blood 
• Sufficien1 deem, mirilia ',!5x I 00 mm lest r,.Jbu 
• Sufficlen· sterile 1ubos conloinong sterile phosph<:rte-buffer.d sol.ne, fol dilulo0r1 ol ruictabial i:,.panoicm ..,..... lo 

plohng. 

• Suffidanl numb« and wluma cl sw lc P..tr, dishas ond ,:!enc Trypt,c; Say~ o, Ql\,o, O!lJ)IOPnala orowf\ ogo, 
for enun:e.."<11 on ol diluted miuobial susl)ffl>ii,,.,._ 

• Suffi~n-- numti.r of ~Sx 150 mm hist rube:; conto.nlr,g 10 ml lilerile SIAxulure neutrol,zollon brolh 
fwo or mo•o bent w,ro tz~cr hoolcs of o 'lypO thot c,,n bo lome-st;ir,lind quiclrly -,.I or• slfong •nCUQh to lully 
support 11-.u .,..,.;,h1 oi o P"l1 c:yl nder duror,g ltor .. b iron- one fu!>c •o tho r,c,<1 

Mlin-,c,obial Toot lobotOllorito • 1304 W nch,,tnol 81•d • Roi.nd toe\, T....,. 78681 • j5121310-8378 
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• Sun•"" b..rner, mi<:robiclog col ,nc ,nero1ct, or m,uo-torch o~ opproprio11! 1o ensure rapid c,ntt corr,ple:e lomo. 
,tora,.ation of trcru:lar hoolcs. 

• Sullio,,nl quon11ty of m~opel!M and opp,opri01ely s,zed s19rile m,crop,~ rips 

• Au1omo6c pipeftor (Piper-Aid or ,imilor) a'ld ¥Orious u.,. of""""" ,erologi<:a l pipets. 

• Thermometer ('er submer,ion in en tquilibtoted lest tube lo inoc01e the temperorure of !he :,m $Ub;tan durtl'lil 
The lest) 

"->bD".ors c:opablo c,huota,ning lcrr.pcra1Unlo of 36:d •C and 36:::: l 'C i- 5'-1 CO,. 
• Svl!lc,ont number of BO Go,:l>al. EZ ComPr Contooner Silffl:m Scchei.. 

• h:>rccp, . 
• "f>ptop,.,!c .,,.lumc of 95% athonol, 

• V/orc, mocula'ing loop (4mm ,d}. 

• Svf'iacnt number of t~• tuba rode:;. 

• Son,r;olor 
• C,;,noficd ..,lditc dock. 

• C9"irieo dig lot fimor 

• Wo1er Doih c:opa blo of mo,r,toin,no rho oppropnalo t~• 1omFet...t,,,a. 

IX. Procedure 

Pc,oomti<m of AQAC FYmb!!1ic bocd "9IK •a!ut.no 

• tram ooch 1000 ,,.,1 o' $'.<mlo Kl W010t (rr.: mco:;urod by IL val~mo:lrr:: fla,:kt, a ¥Olu:;,a equal lo the, lolol ~un,e of 
AO,,._C ho,d warer reagcnls added ,n th<> oteps below is re1'110Ved by sero!ogical pipett., For example, if -4 ml of 
$Olu'ion .. ,. ond 4 ml of solut,on ·2" ore 10 b4I oddcd, then 6 ml of st.,,no """"' .. ramo ... d. 

• Th, ooncenltotion ir> f'?M of hard .,'Oler"' be madl! s cfMded by 100. Thar r> ~1'! volume, ,n ml, of AOAC htlrd 
wafer solutions • 1 • ond ·2· that wih be nl!eded ro make 1000 ml of hord .votcir 
Ba-..cd on the i:olC1Jlotio<> abo,c, on i,ppropr t,, 'IO!umo of AOAC oolution •1~ LS cr:kled lo the 1teri WOIM. and 
mixed 

• The opp,ap,ialc volume of ~o,-, "2" ts lhcn added CINl mw:d. 
• An opp,opriole "°lume of 1M S)'l'\ll,ebc hard wot•r '",...,,oved and tilro•~. If necHSOI)'. IM aoluron may be 

ddvtod wirh $19r~o W0-"11 or O'Jgmen1od w· equol p:ir1s '91v•lon "l" ond •2• 1o 9Chw•• :ho .tudy sponsor 
,equested hard-''" 1-,, In any case, the ha,d ""'"'' conc•r,lrolfon of "linal ,iolulfoo is ta be det~m,inao by 
1,r,o:ton ond 1or;ordorl , 

ftcp;rrah9!] qi T,;;t T ubq• o[!d Tq<t Sub;lonm 

• NI 111$1 rube; lhot will ret11m1 ~ $Ubstonr;e ore thoroughly 10nvd ond .t,om \18flUZlld pnor lo V$O 

• l ~ ~ubslon;o i~ prgporod by d,lvt,on (1 : 1 l Ol bv 1ho oddiroon of I port of SlvrJo• Ult,o Di;lnloc!Qrct Clonr>Of 
Soluhar. 1 lo part of Ster ,lc• Ullro Acti..,lor Solution to 10 pDMa N:>>C S,,,-.ihchc Hatd Wt»er . 

.AMimictobal Tes1 abo,n, u • 13~ W. lnd ........ 11-d • llouncl ~ . T• .. 78681 • (S 213 o.8378 
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10 ml of rhc ~porod ~ wb;lono:9 i. lt<W'orred by Sklnle d.sposoble ,erolog,ccl p;p.1. or o1her rmol'6 m 
opp,op;ta!e, nlo eat!, 25 x 100 n-m !eo1 tube d=gnal<lc! fo< !hot purpa=, ond c,qui1,"bro141d ro 1esttoml)8ftr.vre fo, 
' IO minvfc:; P""' ·o Ir ilcrhno lfl"lntJ « reoord ,ng te'1 sublllOnce temperotu,-e 

• Tim oub:lar.ci, • la be used w~-,jn 3 haur.s cl prepo nrion. 

Prar,c,n11on nf Too T11pr;; {o, 5yl,g,!tyrn/Nq,,m,l,7ffl'lnn nruf ln,uhor.nn of Treru'!(t Co1ri-rs 

• Ro'ore 1ho tc:t begins, tho •11bcuhure/ne111rolizotion '9SI 1ube~ ore prepcred bv cleaning, fa owf>:l by rhe odditian of 
10 ml of an cpp1op11ole sul::cult-Jrc nculrolr,ong medium and o!oc<Jm oirrill71ld prior lo use 

P1epo101K>o of I,nt Cnn1«rs 

• Be!c,e the i.,1, deon slo,nlH• tleel corr~ ara rowco,d in fre,;h 1 M NaOH ior m laos1 12 ho11rs 
• Ca,r~ 0, e thoroughly rinsed """'9 mul1iplc 1a p-watcr "''"'" fal!awc,1 by a <laul>lo l!/0 woter nnse 
• An a liqu<Jt cl nnso, waler from the fll"IDI R/0 wcrto, n;..., 1< QOJIQdo:I, <Ind mi•ed with 2-3 drops phenolphthot.in U 

allco~n.ily s obser~ Ir nse ...a!er tvrm p,nkl t1,e 00<t1ers u,e ,.,..,.,,.ed LW11d olkdr.~y s no longer obi;crvo,d 
Comer.. ore dl:;t,it;,.lflld into on oppropnar<? ouloclavoble cc~ta, ner, covered Mlh d2loruze::I c: revem, ,,smos,s 
wafer and •"1cm stc111itctl . 

• Carrien or• oUo,..,d lo coal lo 1001n le"'Fer<tl"'" pr or h> u•e ,n 11-.e ,m,dy 
• Prior to v~e in the sl1.'d),, can iert a re ometwd lo, naws ancl fl~d carder., arc, a,:catdcd 

• A culture cl I~ lest microo:;;,arii.m ,. <:nrale>d lr<;m tho miaoblol I bro,y frozen $lock cvltu,e on o pl<M ol T ryplic 
Sey Agar supplememed wi•• 5% daibr na1lod •ha:p'• b10<>d. TI,., cu lure ,. incub:Jtcd for J -4 d::,yo at 36 r I "'C 
under m,craacrophlll,c cond lion•. 

• Subsequent traru!..t-t (~S) are made by tranzlcrnng growth from ma.r n,a,nt rransfor C'1ftvro ntl"o o pkml of Tryp1ic 
Soy A~r supplemen·ed will, 5% defibnnoted sheep's blood. Thi, w Uur• rt i:icuboled lc.r 3 , d::,ys at 36 :t: 1•c 
under m,c,ga.,,apha(,< tond,tions. Only one do ly tronafo,r,. roquorcd prior to nl:iotion o !ho final lost ~viii/ re 

• A r no, 1eS1 c11ltu is 111~ med by lronslerrcng grcwlh lrom the m«t recenJ transfe: cultur,: irllo on opprcpriQ!o 
number of~ IIOth conto,n ll!J 1,yphc Soy Agor wppleme<'l!Qd v,ill-r 5% dribrinoled sheep-. blocd. Thit <:ul•vra 
is inr.uboled lor J.,j day• C>l 36 :!: l"C und<:1 microa..,aphil' ic c,ondrloorns. 

• Fol owing incubCJ"ion 19P cuhvr,f; ore 1'101"9n~ from plores bv IWthing with 5.0 ml af Phtiat:hat" 8ufi.,r.,d Sallna 
Horvesiod vol,,,mc, orct pqokid one •,or-8'( mixed /Iller vort ,ing, pooltd cultun!s were allowed ro stand or rcom 
lemperolure for :? 10 m111utes. 
~emo-..e -he uppe, J)Q<1ion ,,f 1h mboad cul:u,e{sf, leo,,ing behir,d on)' debr s « clumps, ond odd lo en app,opriolo 
vc,s::d(:J . 

• For Iha purpose of ochi .. ing carrier c.ounh, wi!hh the rang• al lh& atudy, d,lulian o, ccn:o,nlra!ia n o l tha lrnal !as! 
~ultu,• may be petlotmed u:ing !lwt rultur• IM<lium u,ed ro general" the rest cuhure. Manlpulat:an of the, linol lesl 
<u lute shoulc be m:,de p,icr to the addit ,.,,. ol the otganr• i:oil load. Jl,l,r:rnipulatc,d !ml cubirc• arc u,;o,d w~hin ;JO 
minute; for (a roor ,noc:utoiion 

11,,1rmim>mat Tost Loborataric< • 130+ v, tnd.11 Al 111 .... • Ro,,:-id lot.c. r- 711681 • lS1 21 310-8378 
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Pcge 7 of J 

;ioCQ""'1""f"1ion nf To<; Cullym with Orgnn,c., "Sn,I" Lcod 

• Thawed, ~1erile fetof bovi(,e ;grvm 1$ oddocf to the pooled IH ' culture such Iha! the linol cor,centrn:ion ,s 5 .0 :'.'. 
0 1% fv/vl rf appl,coble. 

• Th11: 1r:t1 wllurtt•soi t mixture JI 1.v,i ,Jvd ge:n11t to mi~ 

Canj0n11nurion ol..CQt!JtLU!ilb.T est Cukvre 

• Oo10n,,cd/rcr"""• ocmaai• water i:t cspitaled from lhe container con,r,1n,no 1ho p"'parad cotria rs u:an g a •ter3@ 
se,alog cal pipe1. 

• The te~I wltu-re ,, added io :ho droinad vo=cd cont:Jlr.inu the penic)llindero, such llv.>1 o~ corn= o,c complctl!ly 
iubme,gell Ir, tho tcJ•t ,;.,,Jlvro for un,lom, COY•rag• (Appro,cimo1ely 1 n,I of cvliurv 114r comer). 

• Thr. to::t a,llv,e and p1:1~<.vlirtde~ or,: Q 1.,,,,ed IO SIOnd for ' 5 :t "} m,nutos 111 roorn tcmi:erature. 
• After IS :!: 2 m,-wle hew, ~ed, the cul ....,. is 0spiro1ed ond perur:yl,naars oro rcmc,,·ed from th• cantoiMr 

aseptic.oily us,ng a sterile wire hoo~ («,,rlc,.. moy b.. lapped « ..... aken p,iar 10 rem<Wal ra remove ei.= o,lfvn,J 
ar,d are placed, no mon, than 12 cur,ie1s to a D!lh, on s18nle double fi1:or popcr,Uncd. sterile Petr, dishes Car·,ers 
ot• ploc41d on ef'd, .,-only ;pocod ,n 1ho d,::h. such that lhf!!\I da riot touch ona oMfhet. If ony comer.; !a I a.,.,,, 
they a,e cl,ocarded fiom one in the tesl. 

• Loaded Petri dishe$ ore covered ond olk.,Y>Qd 10 dry. Final d,)lr,g """'di1ions w,11 be recordect ond d111C led ,n 1ha 
finol ropor:. 

• tnoculoicd c.anittu arc,: U&I!':, within 2 kours of drying 

fmo•I/N of Ccmler; ta Ts,1 s.,1r.;1a...., 

• tnoculo18d comQrs r:rro trQn~. vrng a Homa-,e.,,ila.<ld wire hook, on. carrior lo eocl, ';!S • 100 ir.m !est lube 
c:on•a,nlng 10 d lt:al sul::s!ance, 01 app,-opr are ntervols tO on:uro t11rcfvl and a11eP'i• handling. E~ty al1empr ~ 
mode to onwra that carnMS ora not allowed lo touch IM sides al rhe 1est tube during 1hls ;toJ). If a can!amh::ihld 
P"nicylir>::le, lauchff tha side, of the lest ,ui,., ooing in:o tho las! .wl,,danai, the:, lhe Ci)l(esponding 161 tube ,s 
notod 

• T ubc:: c;onlaining te.,f subst:ir1ce ond corner are gffllly ,wirlad llton placed bock ,n lh~ wai.1 bath for th~ duration 
ol 1he contcd r,me 

• Mer 1116 conlact -~ for each carrier ha: doJ;.sed, "aeh a>rrii!r • removed from 1119 14;1 wl,ciona, u,;ing a Rama 
s1oril1zod wlra hook. Cani..-s may l:e tapped in 1111' lower third of the tub9 ro ra,nQllo <l>Ql<II lo:s! .ul,-.lonce Carn,u• 
are then Irani/erred 10 o hm tube r;;onloin,ng 10 ml ol 1hc: appropr,:il~ sulx:ullur,i/~roliro!ton medrum, :w~h thot 
,t rs comi::!~ly subme1;,ed. If o lre:,ttd peniC)'l,nder ·ouch&~ 1h11 ;rdu,; c,f tho, 1es1 tube, goi~ ;,.,,e the ml sub,tooce, 
1hen me conoipond,ng toot tubo ,: notctd. 

• T~ tubo ,atks are 1hcken end then incubo1ed lor 3-4 do)'$ at J6 :t 1•c + 5.0~ CO,. 

• Alter Jnc:ubolion, lhe r:u,nbet cf lest 1uus shc-..;119 growth 15 recorded olong wllh 1h<i numbe, not ~hcwitlg g,o,Mf1, 

Anh:n~ial T.,.f Labontlori,n • 130~ VI, h"1ulfr,ol 81vd • R"""d Rade, T-• 7MBI • 1512) 310,!378 
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• F-,, lc-..ir-g 111.-.duaicnoltho dr/1-, CDl,.... aro a~s~d n two sell o:1hrH, - .. , im,ned;..iely """' ID 
conduchng rhe test, on:I on. set imMO!dio••ly lolbw"'li lhe loot. Eac;I, co1nor • 1ronsfcm1d ind;,,.iuolv 10 o 
■u~oni.,tlubt_ 

• TheMlesllVbflontplaaid n a beak.,.., 'illod wllh....,..,.to'lho looolafhqu,d nlhe~. ond held byhDnd,no 
•onlC'Oior $01hot th9 boo!(., b04lom does not l<Juch me bollom of th. ■on.caia, oncl al 3 ffq-lid Iv~ ore 
app,ooci"'!Olely equal, c,nd tonic.Glad far """""" ~ S ,acor.dt, lilMd ,.;11, <> t'911ified d;9,101,me, . 

• Mer ;onico1ion, 111& ·e.r 1ubei ore pooltd for ~1 sel of th1ee mrrlCII, sCflOlly d1lv1~ in SIVtile PBS ond plated on 
dupl ::u-0 wlthlr. 2 '-"s of sonte:Ult0n 11$1ng slondord dih.A,on an:I plah,,g rechn q11<11. 

• Ei1ume<atiar. plo!oe,,; ore inaAootcd la, 3-4 ~ ot 36 ± l"C un.i.r mraooerophilk conc!ihon. 

• TI1oi: nu:nbeJ of mn:roorgur>1>mG pra::cm" on the <Xll'TIOl1 ofltr drying ii aifflllintd using 1IMt fa aw,ng tormulo, 
including counb of 1)." and ududing dilution,; w,n cau11E of"> 300.~ Cl'lJ "' Colonv forming Unin 

!Avwge Cf\) fur I 0'31 t IAYP{QQft GU foe 1 a:, ~ l&,;uis,c CfU for JO·'] = CFU/ml 
104 - Jo-'- 10" 

11cru11nl) X 01 • CFU/Cani« 

NOTE 01hr dilu,io,,s ""'>' '-pJalttd in //,11 .,,.,,, tho> o b.. -b.!a c1X1confrot,on i~ (!)(p«1ed. 

Noohol ,o:ion Coorrol 

• A S1erit. unino:ulo!ed couier is trom',,rr<!d !o o 1rd tube car-Jo,nl-.g 10 ml oi tho 111ST wb;tonc• Alt"r 1h• 1pec,fjo,d 
conloct time hos olo1>Sed, 1he comer ,s 1ransferu1d !o a subcult111<!/ncultc1r11ation bcoth lest tvbo, ...;lhcvt nllowing 
eoa:ess fluid to drair off a l tr~ (Orner. 

• Afler lrorisfer, lhe res, ~ti. is i110a,lo1ed "'th 10-100 CFU cf test mu:rogrgnnism fo~ by :eriol di UhOl'I in PBS) 
<Ind ono.,l,a•e::t along ·,mh lho other lest tubes A potollel control lube conlcin,ng only n,auiralbor s ,naa,Jo•c,d lo 
verify growi, of the fQrget -r :ro:,,g om a. a ccmparahva control 

• Tho lf10<:Ufum is plo-e;I In dup) co1e 10 -,fy the numbe, ol CFU addod ond nwbo!cd alang1:dc the t'IOS 

V,ohf ilY Control 

• One k> '"° ,no::uloJ.ed !Mt c011ieH a,c plocc:d , ,nd.,ndua subculturo/r,,r.tr,;,l1N1i0n brom M,es and ,ncubored 
olon!)iode 1'1.i 14!Sl. 

S;,lu:ultureJNA1Jlrnl mfinn S:-£1~ily Cgntml 

• /\ :es, lube conto,nino only 5Vbcu re/'lt-Uttalizat on bici, is ir ul:oled olangslt:• 11ca•ed comc,rs. 

/lnllm....,b,Df l nl loborll'Drie• • 13°' W l~duslriol 81,a • Rc!lnd !to&<, Toao, 78681 • !S 21310-8376 
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• A sterile unlnocvlated comer~ added too tes- ube contoinmg sutx:uhuN/neu1roli1olion broth ond ,s rncubo-.ed 
olong;tdc 1tt!o!cd cami;1$. 

T...i M!,:roorgqn,sm/1,;t, Cc-.rtlrol 

• A loopfvl of 1h<, ll!Si cul!Url;: u,:cd ,n 1h.s ,:tudy ,s oubcultufl:d •o gr...,,1h ogar med1wn a~ 1r1cubch:d olangsid<t 
•,wme,clion p!cles lo m:,rphc'os,co<ly confirm prtie.-i:e o! a pure culture . 

• An ahquol c! co,1 1t pla-tc:l to "1i::r1le grc"'1h madlu-,, ond ,ncubolec olong:,lc{• .,...,m,uolier, ploles lo ·-.,ify sler,lity ol 
lhe ttn,e of 1e<1 if opplicobl.. 

t,',ediQ Sttril,ty Ct>n1rol 

• An aliquot of PBS is added to 11erile 9rowlh Medium ond incubotoo ol0t1g,id& en umMOrior, plo,es to var,fy Sicn l,ty 
ot :he 1,.,,., of~-

• An ol qucl a1 ho·d w,,..,, is odclad to lll1tt1lo growlh mcd,um ac.d ir.0.1bolod olong,:,de enumar.,tic:1 plom 1c .. , ,ly 
,.,.,,;,ity ot the lime cl lest. 

• A plo,e con1o ning only growh medium v~ 1n th~ ~udy ,s 111cub<r:od olong~de toomorohort platc,s to -,fy 
<!cr•htv d ti,., fimc: of !er 

• .&!I lub~ or<t i,,cul:cteo cl 36 ± l 'C ~ S.Ol!, CO, lor 3.,4 dll)~ 

• A!I pf::,les o,e l'IC!Jbated ol 36 ± I C .,,,der m,aco,;,cpM!ic cDl'lditicns lot 3-4 do11. 

Confirmghon of f!A;,itim lube• FolloW1ng !nrubo~on 

• If ir .... l~pltt •ubcs d<11T10n"1ralc growth, ~ 20% o! lhoso :ubas e re conl,rmad n~ 1o be o ottUlt ol ~nal on by 
pk:1i~ c:1 gn>"l'I.., media, or other anolys,s cs opproprlah,. 

• All ,:o,,firm<r.ory plole$ ore incubated ot 36 • t·c under m ooeroPhlttic conditio~ to, 3-4 \lays 

Conl,,n,gt,on of Nggghvg Tub,,, fo)lp,,,100 l')Q1bqt,sm 

Nolo: Confirmo/,on of ~c,1;,,,, wbes ,s co,idvapd ;n I~ 11,,mt that o spKi<,/:m wb<vlfv-. no,,1/rolirot.<>ri m"dio, sud, 
01 Oey/&,gky broth, i• vsed wh~, .,if/ r,ol sbow !v,b,difi,. 

• f cU 'ubes demondrole no ~i,,ibfe gn,wth,. a200/, of rhc:,o tube ore: confirmc:d by plotin; e n growth mccio, 01 

olher onolr,i• as apprcpr a••· 

Al\li,nicrob,ol Tell loobo,01.,.,n • 1304 W lnclu$1,.ol 8lwd • Round l!oclo,. T_. 79681 • (512) 310-8378 
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• Ill con IITl(lto,y ploies ore incJboled of 30 • 1 C Ullder miacoerophi 6c condij 0 ior 3.4 ilar-

X. 5oa:au Crilllrlo 

he eicpenmental SUCCfii (conlrolJ! Cllletio lo11ow 
he•~ '" croorgon;sm n-u,1 demonstrole a - n leg deouity a' al i.a.1 4.0 a>1te,,p;,ndw,g to a ga.:,motr,c 

m<JO-n dcn;,,y o' 1 x IO' CFV/C..rrior 

• The Nbc:ultu1e/nau'ra!lzof10n den ,ty conirol la.t tuba I• nn90trvo !Qr growth . 

• The cornc: :slcrd~f c;:on:rol tc::I tube r, ncgotr.,Q for gro,,,.1h 

• Tho ..,,b 1,ty gr""'ih conlrol tat iubc(o) nM pocllrvo f<>r growth 
• The ncu•1olllol1on co-.tral wb..·uhuro/nCV1roh201lon tc;· 1Ubo ,-. po;;:n,e for growt-, 

• Tho ncuho orc1ion co-.lrol rn.o<Viurn darnonwa!es 10-100 Cfl.J. 

• Tha ••a,r denllty control 1, ncgotr.,o !Qr grow:!, If oppl ~oblo 
• The mcd,o ::tcr,Jity cantroh, ore nag<Jt.., fur g-owth 

rt,e tpA performonte criler on for disinll!dion follo,vs. 

• The ptodvd ;hould kill oll 1ho 11st UOOfQOn~ on o I coniers ,n the 9')ec.lied conlod me. 

• llcldw,g guidar1<c for dismfedion folio..,. , 

• Ylhen o ,O,Sf foils unJ 1hr, l::.rg . , dcru ty ol the •est co,r ~ • br,.low 4 0, no rut<iGr"'V s n«es>oty 

XI. Rciportlng 

Ro~ul's Qt-o raportnd oo:uru1cly and fully, n (ICCo,dcwico wi1, EPI\ GLP (◄0 CF.t Po'1 1601. A d«,ft report wil b<t 
p,a .. dcd !01 rl:Vic,w bylh~StudySpon:u,, pr ,orfo study ccmplahon. 

XI L Octa and Sample Ratention 

• The !iludy rq;oo end eorre,pondrng data chccb w,U be held or.1hc: 01':h,....,. of An:lm,crohool Tw, I ..borato,lei for o· 
least 2 ~rs oller the dal8 of !he 11101 report and then nooy be deo1r'oyed If lh<I study ,. us11d by the Stuc,, Soonsor 
•n ~u~ of a tobol c:lc, m. daa,mcr,lalron mo-1 bo rolumocl to 1ho Slvoy Spomar for Ql'Chiv,111J at Sludy Sp01".sor'S 
e•~ 
Tho tut ;1,h.tancc may bet re•umr.d to -ho Sluoy Spon;or o1 Study SpOMOr's rcqw;: and••~ with, 30 do-,.~ 
!llucly <Offll'letic..,_ If tho! S.udy Spon,o, does not reql.l61 rd'Jrn of th,, ,ample, II wi be dcst aycd -:,.JO c!:>y.1 o!lor 
;tudy compki:rot> 

ho $1vcly i: con<luc1cd in cccorcfoncq wth An~""~ob,ol fn.t I obo,otonos' Quo~iy Monogemon1 5y.:lltff", and wil 
undurga o full quality cnuronce rc,la,... Al l p,olc,a,I amond:nanb ...,u ba fvlly rcc:ordod and ropcr'cd, o,; wall o: 
onr de..ot.ON from 1h• protocol 

MllffllCrob.ol Jess la • 1304 W. tndu,;triol Blvd • llc\Jf\dRodc, lPOS 78681 • (5171310-8378 
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'A;,o:,oho, i of O Uo<ml >,u<df"""' Chfn•sh h,1..,"oli<>,,n • /IOA.C Orr.aaf At .~,od 955 I./ T,i,tii•, 0, lat.t\ld< 
Aga1m,I SW"'!JlkJ,'io dr1~nca ReYii ~ 2013 

• us E1A P,oc.lv<i p.,, lo,rnu11u, it-st c;.,.&,i .. ..,, OCSPP 31() 1,on 0., ... ..,.1.,,,u I r J • • UII " • · " S.vrl e••· Efhc,xy 
Doto Rcco11u~ 1dot10ns 

X:V, P,olocol /\f)flrovol 

•t, lho Slvd)' Spon ,or, 1-.,,.,. 1.-c,d ond undc:nfond lhe · lud7 .,,oto<ul 81 """'''II •w• ,,. oto<ol I o,n « h1n,1 O,ol II•: 
inlom,o~on cmd pa1ome1.,. ot(UfDtol•, dl,,01b tl,e I ,n,I lo l,e c-,m1'4-tl>d "' aca><rl • w~h Good labo,u1e,y 
PrO('t•ce Slol\::l:mfo (OU'!>) sllpulolr.d b-f t O CFR 16() I ho,e ulso •~od. ,,. ~•slll<td ond ngreo lo th, le· "o•td 
r-omf1 ,1an~ h,tcd 111 lhc p• oJocol " 

Study Spon,or/Rt>pl<tt,)t'1lltlwo- Sinnah,ro Apt,.·o,mo P,oto rol 

,,.ti ~u., 
Nl~holQ< Gar o, S,,uiy 0,rodt>r, Ar"1mta obic,I Tc ..i l a~o, a ta,;. ,, 1 l~ 

Page 33 of 35 
Antimicrobial Test Laboratories• 1304 W. Industrial Blvd. • Round Rock, Texas 78681 • (512) 310-8378 



• 

• 

• 

Study ID: GLPl 302 Client: Sterilex Corporation Protocol Number: Pl 309 

PROTOCOL 

ANTIMICR$BIAL 
T ST LABORATORIES 

Pro1ocol forGLP AON:. Uso-Oilulion ~ 
P1309 

Poge 12 of l l 

~ • ,. ,. ..... ft ◄-"'-.,_, •• IA ..... Ir, 11u•• t. U ..... _ .. ·· - ·----

Th& ttf\Mh,-.1 u. • MIL '"' '"u•,11 .. u ,1:..· ,,ill ,U> t I' 1o't "' t • ~ .1•., 

c.1;..,1 .. ...,: .... ~. Lb .. . s,w ~ ~ui ,11.,. tt l ••-ni-

"-•~..: 
... 1 ,-,,un:l-u 

h,'<1,,,: ( \ t) • 

!l.:i:,.., ,\.,P..,-... 
i:1,,th t 1r 

"-t.c.11tL, 1 k Q u~ tc:,·11,,, C1 ~ ..._,, ...... " r 
,'\\oil "'.SJ\ 
\.11'1 k t 't JCj 

4-J~ lu.b('wJ i..,, v. "'"· 

l. v 

'·" 
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lrll'- .,....,_. __ ,...,,., •• •'•~-- •t~Jllt "'"'l.l ~_...,.. __ ._.,. __ 

J • •.1 1.,1s -."01 ct1 Jt, J .:..ellh,-. • ._ ••"~"•1 fl) H. 1 ,~ ;,.-,.c1 t '1-:.<' 
I .t-,. •:11>1 u 1,..,, f ~. ,idy fl,,un1l-c1 ~- .. u\ 

... ·• '~ 

~ :.r,. <i;:11,"1 1 ~ I r.a (} ,tut\ • ,.,n t ,-. , , ~" " -
I , l'{uJJ!t\· , AMI .'' l l 
J ' "' ,\ftl l)'..a• \1rc.b - ;!91} 

( li •Ii \o I 

&-:.,. c.. ra-. 
ii«ai~ 
'il,1Jy Du~:..:k-o, 
... ,.- l 1krnt,... .. t .. 
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